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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykanu®, Ta61eTKH, HOKPLITHIE ILICHOYHOH 000.J104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301077

Batch Quantity / O6bem napruun : 719.45 Kg

040001905307

Analytical Report No / Ananuruyecknii oryer Ne :

Date of Analysis / /lata ananu3a:19.06.2023

Date of Manufacture / lata npoussoacrsa : May.2023

Date of Expiry / Cpok roanoern : Apr.2028

Analysis performed according ND / Anaaus nposegen mo HJI: I1 N011252/01-160123

Hpumeuanne: [poaykT cooTBeTCTBYeT TpeGoBaHHM HJ{

Ne | Test / HokasaTtens Results/ PesyabTaThl Specification / Hopma
1 [Description/ Onucanue |Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / TaGneTku
KarcynoBUAHOH (OPMBI, MOKPHITBIE |KANCYNOBUIHON  (POPMBI, [IOKPBIThIE
NJICHOYHOH 0007104KOlf OpaHXEeBOro|NMNEHOUHOH  06OJIOUKOI OPaHXEeBOro
LIBETA, C PHCKOH HA OJIHOH CTOPOHE;|L[BETa, ¢ PUCKON Ha OIHOM CTOpOHE; Ha
Ha TONEepeyHOM paspe3e — sApO|MONEepPeYHOM paspese — AApo 6eoro umm
6enoro nera. o4ty 6enoro 1gera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
INoanuuHOCTH CooTtBeTcTBYET the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpeMeHa ynepxuBaHUs OCHOBHBIX HKOB
Ha XpOMaTorpaMme UCIIBITYEMOr0
pacTBopa  JOMKHBEI  COOTBETCTBOBATH
BpEMEHAM  YAEpXKHBaHUsS [IMKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
obpasuos ubynpodeHa ¥ napaueramorna
(paznen «KonuvecrseHHOE
onpejencHHe»)
3 |Average tablets weight 964.8mg / 964.8Mr From 9409 mg to 999.1 mg
Cpenuss Macca (970.0 mg+ 3.0 %) /
TabneTok Or 9409 wMr mo 9991 Mr
(970,0 Mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OTIOBPEHO

Jara:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
Iloarororneno: IIpoeepeno: Himesh Kumar Onobpeno: Menemxep /
Pardeep Kumarczi? C\»‘ — PyKOB-OIIPITeJIB @"!
. Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:

Jara:19.06.2023

Hata:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrann®, TadieTku, NOKPLIThHIE NUIEHOYHOIA 000J10uK0ii, 400 mr + 325 mr

Batch No / Cepusi Ne :

V2301077

Batch Quantity / O6bem naptuu : 719.45 Ko

040001905307

Analytical Report No / Ananutuyecknii oruer No ;

Date of Analysis / laTa anaunza:19.06.2023

Date of Manufacture / lara npoussosersa : May.2023

Date of Expiry / Cpox roagnocrtu : Apr.2028

Analysis performed according ND / Anaans nposenes no HJI: 1 N011252/01-160123

4 | Disintegration /
Pacnagaemocts

06 min 29 sec/ 06 MuH 29 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopenue

98 % To 101%

96 % to 102%

(Tbuprofen) after 30 min /
He wmenee 70 % (Q)
(mbynpoden) yepes 30 Mmun

(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramon) yepe3 30 MUH

Not less than 70% (Q) of Cp;Hs0,
Ci3His0,
Not less than 70% (Q) of CsHoNO,

CsHoNO;

Remarks : The Product conforms to ND/
Ipamevanue: IIponykT COOTBETCTBYET TpeGOBaHUM HI

Opinion : APPROVED
3akiarouyenne: OJJOBPEHO

Hara:19.06.2023

Hata:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Hoarorosnexo: IIpoeepeno: Himesh Kumar Onobpeno: Menemxep /
Pardeep Kumar ‘ PykoBoauTens \h
- . Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:

Hara:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Eoduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxann®, TabieTkH, NOKPbITHIC IIEHOYHOM o6on0ukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301077

Batch Quantity / O6bem napTuu : 719.45 Kg

040001905307

Analytical Report No / AnaauTuyeckuii oruer No :

Date of Analysis / JlaTa ananuza:19.06.2023

Date of Manufacture / Jlata npoussoacrsa : May.2023

Date of Expiry / Cpok roamnocts : Apr.2028

Analysis performed according ND / Ananns nposenen no HJ: I1 N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoncteeHnsie npumecu - not more than 0.005 % /

Method 1/ Metog 1 4-amuHodeHon (MpUMech mapaleTamona)
- He 6osee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jliobas €IMHUYHas IIpUMECh
(ubynpodena mim napaueramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Metop 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr CoOTBETCTBYET TpeboBaHusaM HJ

Opinion : APPROVED

3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroroeneno: \ [1posepeno: Himesh Kumar Ono6peno: Menemxkep /
Pardeep Kumar oLf PykoBoautens @u}»ﬂ

¥ | Manoj Kumar =
Reprint Date:. Reprint Date: Reprint Date:
Hata:19.06.2023 Hata:19.06.2023 Hata:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDUKAT AHAJIM3A :

Page4 of 6/ Crp.4 uz 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxnnn®, Ta6JieTKH, NOKPbIThIe NIEHO4YHOI 060104K0i#, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301077

Batch Quantity / OGbem naptuu : 719.45 Kg|

Analytical Report No / Anasutayeckuii oruer Ne :
040001905307

Date of Analysis / laTa anann3a:19.06.2023

PDate of Manufacture / lata npoussoacTsa : May.2023

Date of Expiry / Cpok rognoctu : Apr.2028

Analysis performed according ND / Ananu3 nposeaed mo HJI: 1 N011252/01-160123

NJICCHEBBIX FpI/I60B

¢) E. coli

10 |Uniformity of dosage
units /
OnHopogHOCTh Acceptance value (AV) should be not
J03UPOBaHHUs 1.4 more than 15.0 /
- Ibuprofen /ubynpocden IToxazarens npuemnemoctu (AV) noykeH
ObITH He Oonee 15,0
- Paracetamol/ 1.4 Acceptance value (AV) should be not
napaueTamol more than 15.0 /
ITokazatens npuemnemMocty (AV) 10JDKEH
6bITh He 6osee 15,0
11 |Microbiological purity /
Mukpobuonoruueckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6iee yuciio
a3pobHBIX
MHKpOOPraHu3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee yucno
JPOMCKEBBIX H NA

Shall be absent in lg / OtcyrcTBUE B
1r

Remarks : The Product conforms to ND/

Opinion : APPROVED

Hata:19.06.2023

Hata:19.06.2023

Ipumeuanue: [Tpoaykt cootBercrByer TpeboBanusm HJ| | 3axiouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loaroTosnexo: ) INposepeno: Himesh Kumar OpnobpeHo: MeHnemkep
Pardeep Kumar C::L—” j —. | Pykopoaurtens G 5!!5 ffé

- \ Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:

JlaTa:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
j[ﬁymmu@, Ta0JIeTKH, NORPbITHIE IJIEHOYHOH 060104 K0ii, 400 Mr + 325 mr |
| Batch No / Cepusn Ne : V2301077 Batch Quantity / O6bem naprun : 719.45 Kg
Analytical Report No / Anaaurnuecknii otuer Ne : Date of Analysis / Jlata anann3a:19.06.2023
040001905307
Date of Manufacture / lata nponssoactsa : May.2023 |Date of Expiry / Cpok rogaocry : Apr.2028
Analysis performed according ND / Anaaus nposeaen no HJ: 1 N011252/01-160123
12 |Assay/ 398.5 mg/398.5 mr From 360.0 to 440.0 mg of C;3H;30;
Konuuectsennoe (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mMr go 440,0 mr C;3H;30,
(ubynpoden) B Tabnerke
322.13 mg/322.13 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO,
(mapaueramon) B TabneTke
13 | Package / Ynakoska 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / ITo 10 Ta6nerok B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6aucrep. Ilo 1, 2 unu 20 Gnucrepos B
OmicTepy B Nauky KapTOHHYIO |mayky KapTOHHYIO BMECTE c
BMECTE €  MHCTPYKUMEH 1O |HHCTpYKUHMEH MO MPUMEHEHHIO.
IPHMEHEHHUIO. |
14 | Labeling / Mapkuposka| According to ND. / B cootsercreuy ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu Temnepatype He Boiwe 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
rOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoaMTCS NPOH3BOIMTENEM MPH
BBIMYCKE MEPUOANYECKH: sl Kaxaon 20-oi cepun wiM He MeHee 1 pasa B roj. ITokaszaTens MOXeT OBITh
HE BKJIFOYEH B CEPTHUKAT aHaNu3a GUpMBI

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Hata:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [Tpoeepeno: Himesh Kumar Onobpeno: Menemxkep /
Pardeep Kumar e‘f;' Q;J,_/,:l‘* PykoBoauTens
" . Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:

Hara:19.06.2023

Hata:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabaeTkH, NOKPBITHIE IIEHOYHOI 060.104K0ii, 400 Mr + 325 mr

| Batch No / Cepust Ne : V2301077

Batch Quantity / O6nem napTun : 719.45 Kg

(40001905307

Analytlcal Report No / AHannTHYecKnii order No :

Date of Analysis / /laTa anannza:19.06.2023

Date of Manufacture / lata nponssoscTea : May.2023

Date of Expiry / Cpok roguoeTn :

Apr.2028

Analysis performed according ND / Ananus nposegen mo HJI; I1 N011252/01-160123

ADC:

API name (INN) /

Haumenosanne A®C (MHH): Ibuprofen / M6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /

Howmep cepuun npoussogutens PIBM230098 5042/22-23

FP Manufacturer API Batch

number / FEQA00183 FEQA00168

Howmep cepun cy6eTannun
upoussogurens I'JID:

API Manufactured by & country /
IIpouspoanTens A®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus
®apma Caitencus Jlumuren,
Ununus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuiuua
®apmacstotukanc JIta., Uuaus

Remarks

: The Product conforms to ND/
IIpumeuanmue: [Ipoaykr cooTBeTcTBYET TpeGopannaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

IToaroroBneHo: [Ipoeepeno: Himesh Kumar Onob6peHo: Menemxkep /

Pardeep Kumar Ci/ — __— | PyxoBoaurens @M_{
& B ‘ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

JaTa:19.06.2023 Hata:19.06.2023 Hata:19.06.2023

Registered Office: 8-2-337, Rnad Nn 3, Ranjara Hills, Hyderabad - 500034, Tolangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




